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" The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 

THE REPLY FILED Feb 1 h 2002 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE. 
Therefore, further action by the applicant is required to avoid the abandonnnent of this application. A proper reply to a final 
rejection under 37 CFR 1.113 may only be either: (1) a timely filed amendment which places the application in condition for 
allowance; (2) a timely filed Notice of Appeal (with appeal fee); or (3) a timely filed Request for Continued Examination 
(RCE) in compliance with 37 CFR 1.114. 

THE PERIOD FOR REPLY [check only a) or b)] 

a) The period for reply expires months from the mailing date of the final rejection. 

b) In view of the early submission of the proposed reply (within two months as set forth in MPEP § 706.07 (f)), the period for reply 
expires on the mailing date of this Advisory Action, OR continues to run from the mailing date of the final rejection, whichever 

is later. In no event, however, wilt the statutory period for the reply expire later than SIX MONTHS from the mailing date of the final 
rejection. 

Extensions of time may be obtained under 37 CFR ^ .1 36(a). The date on which the petition under 37 CFR 1 .1 36(a) and the appropriate 
extension fee have been filed is the date for purposes of determining the period of extension and the corresponding amount of the fee. The 
appropriate extension fee under 37 CFR 1.17(a) is calculated from: (1) the expiration date of the shortened statutory period for reply originally 
set in the final Office action; or (2) as set forth in (b) above, if checked. Any reply received by the Office later than three months after the 
mailing date of the final rejection, even if timely filed, may reduce any earned patent term adjustment. See 37 CFR 1 .704(b). 

1. x A Notice of Appeal was filed on Sep 10, 200 1 _ . Appellant's Brief must be filed within the period set forth in 

37 CFR 1.192(a), or any extension thereof (37 CFR 1.191(d)), to avoid dismissal of the appeal. 

2. The proposed amendment(s) will be entered upon the timely submission of a Notice of Appeal and Appeal Brief with 
requisite fees. 

3. X The proposed amendment(s) will not be entered because: 

(a) X they raise new issues that would require further consideration and/or search. (See NOTE below); 

(b) they raise the issue of new matter. (See NOTE below); 

(c) ' they are not deemed to place the application in better form for appeal by materially reducing or simplifying the 

issues for appeal; and/or 

(d) they present additional claims without cancelling a corresponding number of finally rejected claims. 

NOTE: See attached. ^ 



4. Applicant's reply has overcome the following rejection(s) 



Newly proposed or amended claim{s) _ _ 

separate, timely filed amendment cancelling the non-allowable claim(s). 



would be allowable if submitted in a 



6. X The a) affidavit, b) exhibit, or c) X request for reconsideration has been considered but does NOT place the 

aoDlication in condition for allowance because: 

See attached. . . 

7. The affidavit or exhibit will NOT be considered because it is not directed SOLELY to issues which were newly raised 
by the Examiner in the final rejection. 

8. X For purposes of Appeal, the status of the claim(s) is as follows (see attached written explanation, if any): 

Claim(s) allowed: _ .._ _ _ 

Claim (s) objected to: 



9. 
10. 
11. 



Claim (s) rejected: 7-7 7, 13-25, and 28-30 
The proposed drawing correction filed on _ 



a) has b) has not been approved by the Examiner. 



Note the attached Information Disclosure Statement(s) (PTO-1449) Paper No(s). . - 
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Response to After Final amendment: 
Section 3(a): 

The proposed amendments raise new issues under 35 USC 1 12, first and second 
paragraph and possibly 35 USC 102, which would require further consideration. Specifically, in 
the recitation of 'said pro-a chain for assembly into said first procollagen with other pro-a chains 
having said activity' is unclear since at least two types of pro-a chains are recited in (i) and (ii) 
above. Further, the recitation said activity lacks antecedent basis to pro-a chains since the only 
previous reference is to an activity of a 'first moiety' in (i). 

Section 6(c): 

With respect to the rejections of record, Applicants arguments have been fully considered 
but not found persuasive for the reasons of record. 

With respect to the obvious double patenting, claims 13-19 of '827 clearly encompass a 
method of producing collagen in a host cell. In light of the definition of the various cells types 
which are encompassed by a host cell, the specification teaches that a host cell can express other 
procollagen molecules. Therefore, in light of the teaching in the specification, the instant claims 
reciting 'expresses a second procollagen' would be ob\ ious. 

With respect to enablement of method claims. Applicants point to fact that the instant 
claims recite similar language to that of '827. Further, it is argued that the cited references only 
provide examples of particular constructs failure to assemble. It is noted that the proposed claim 
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language and pending claims are similar to that of '827, however the instant application and 
pending claims are considered for what is now claimed. In the basis of the rejection, at the time 
of the claimed invention the references provide evidence that simply swapping domains in 
collagen molecules will not immediately result in assembly of functional molecules. Though a 
method claim may encompass some non-working embodiments, the specification must provide 
the necessary guidance to the invention in the scope which is claimed. In the instant case, there 
Examiner has cited two instances of non-functional embodiments and the instant specification 
only provides one working example. Given the large breadth of the claims encompassing 
swapping any c-propeptide domain with any triple helix domain, absence evidence to the 
contrary, it is maintained that it would an be undue burden to test each possible combination for 
their ability to assemble into a procollagen molecule. 

With respect to the enablement of transgenic animals. Examiner agrees that the 
methodology of transgenics is straightforward how ever, as set forth in the previous office actions 
the predictability of transgene behavior is not. Given the unpredictability recogni/ed in the art of 
transgenics, it is maintained that the instant specification fails to provide the necessary guidance 
to overcome the art recognized limitations of producing the great breadth of any transgenic 
animal. 



